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DETAILED ACTION 



Status of Application 

Applicant's arguments/remarks and amendments filed on February 27, 2009, 

have been carefully considered. Claims 1-6 are pending in this application, with 
Claims 1 and 2 amended. Claims 1-6 have been examined. 

Claim Rejections - 35 USC § 102/103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in the prior Office action. 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1-3 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Ren et al. (US 2004/001 8260 A1 ). 

3. With regard to Claims 1-2, Ren discloses a column for flash chromatography 
comprising spherical and porous silica gel having 40-63 urn particles with a pore size of 
60 angstroms (Ren, p. 4, 0073; p.9-10, 0132). With regard to Claim 2, it is well-known 
in the art that "semi-spherical" refers to something that has a somewhat spherical 
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shape. Thus, a semi-spherical silica granule would be anticipated and obvious in view 
of the spheres of Ren. 

4. With regard to Claim 3, Ren discloses a column for flash chromatography 
containing 100 g of spherical and porous silica gel (Ren, p.5, 0083). 

5. Claims 1-3 are also obvious over Ren because anticipation is the epitome of 
obviousness. 

6. Claims 1-3 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Ramage et al. (US 6,359,1 1 3). 

7. With regard to Claims 1-2, Ramage discloses a column for flash chromatography 
comprising spherical and porous silica gel having 7 urn particles with a pore size of 300 
angstroms (Ramage, c. 7, 1. 18-40). With regard to Claim 2, it is well-known in the art 
that "semi-spherical" refers to something that has a somewhat spherical shape. Thus, a 
semi-spherical silica granule would be anticipated and obvious in view of the spheres of 
Ramage. 

8. With regard to Claim 3, Ramage discloses a column for flash chromatography 
containing 60-100 g of spherical and porous silica gel (Ramage, c. 7, 1. 18-40). 

9. Claims 1-3 are also obvious over Ramage because anticipation is the epitome of 
obviousness. 
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Claim Rejections - 35 USC § 103 

1 . Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ren et al. 
(US 2004/0018260 A1) as applied to Claims 1 and 2 above, and further as discussed 
below. 

2. Ren does not explicitly disclose a column for flash chromatography adapted to 
purify synthetic products in quantities comprised between 10 mg to 100g (Claim 6). 

3. With regard to Claim 6, an expected product quantity to be treated is a result 
effective variable since one of ordinary skill in the art would expect different properties in 
the product as such amount varies. Since the product quantity to be treated is a result 
effective variable, it is within the ordinary skill of one of ordinary skill in the art to develop 
a suitable synthetic product quantity. In re Boesch . 617 F.2d 272, 205 USPQ 215 
(CCPA 1980). Further, adapting a column to purify various amounts of synthetic 
products would be a matter of product design and routine optimization. 

4. Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ren 
et al. (US 2004/0018260 A1) as applied to Claims 1 and 2 above, and further in view of 
Fuji (XP-002198180). 

5. Ren does not explicitly disclose the column manufactured with tubes and syringe 
bodies or similar forms (Claims 4 and 5); nor a column for flash chromatography 
adapted to purify synthetic products in quantities comprised between 10 mg to 100g 
(Claim 6). 
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6. With regard to Claims 4-5, it is well-known in the art that columns for flash 
chromatography are manufactured with tubes and syringe bodies, as evidenced by Fuji 
(Fuji, p. 1, "Flash chromatography system"). 

7. With regard to Claim 6, Fuji discloses a column for flash chromatography 
adapted to purify synthetic products in quantities of about 50 mg (Fuji, p. 2, "Loading 
amount and performance"). 

8. Thus, it would have been obvious to one of ordinary skill in the art to try to modify 
the column disclosed by Ren with the column components and product quantities as 
taught by Fuji because one of ordinary skill in the art could have pursued the known 
potential flash chromatography column options within his or her technical grasp with a 
reasonable expectation of success. 

9. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ramage 
et al. (US 6,359,1 13) as applied to Claims 1 and 2 above, and further as discussed 
below. 

1 0. Ramage does not explicitly disclose a column for flash chromatography adapted 
to purify synthetic products in quantities comprised between 10 mg to 100g (Claim 6). 

1 1 . With regard to Claim 6, an expected product quantity to be treated is a result 
effective variable since one of ordinary skill in the art would expect different properties in 
the product as such amount varies. Since the product quantity to be treated is a result 
effective variable, it is within the ordinary skill of one of ordinary skill in the art to develop 
a suitable synthetic product quantity. In re Boesch . 617 F.2d 272, 205 USPQ 215 
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(CCPA 1980). Further, adapting a column to purify various amounts of synthetic 
products would be a matter of product design and routine optimization. 

12. Claims 4-6 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Ramage et al. (US 6,359,1 13) as applied to Claims 1 and 2 above, and further in view 
of Fuji (XP-002198180). 

1 3. Ramage does not explicitly disclose the column manufactured with tubes and 
syringe bodies or similar forms (Claims 4 and 5); nor a column for flash 
chromatography adapted to purify synthetic products in quantities comprised between 
10 mg to 100g (Claim 6). 

14. With regard to Claims 4-5, it is well-known in the art that columns for flash 
chromatography are manufactured with tubes and syringe bodies, as evidenced by Fuji 
(Fuji, p. 1, "Flash chromatography system"). 

1 5. With regard to Claim 6, Fuji discloses a column for flash chromatography 
adapted to purify synthetic products in quantities of about 50 mg (Fuji, p. 2, "Loading 
amount and performance"). 

16. Thus, it would have been obvious to one of ordinary skill in the art to try to modify 
the column disclosed by Ramage with the column components and product quantities 
as taught by Fuji because one of ordinary skill in the art could have pursued the known 
potential flash chromatography column options within his or her technical grasp with a 
reasonable expectation of success. 
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17. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Fuji 
(XP-002198180). 

18. With regard to Claims 1-2, Fuji discloses a column for flash chromatography 
comprising granular and porous silica gel having 42 urn granules with a pore size of 6 
nm (Fuji, p. 1, "Properties of FL60D;" p. 2, "Flash chromatogram of BW-300"). 

1 9. With regard to Claim 3, Fuji discloses a column for flash chromatography 
containing 25 g of granular and porous silica gel (Fuji, p. 2, "Loading amount and 
performance"). 

20. With regard to Claims 4-5, Fuji discloses a column for flash chromatography 
manufactured with tubes and syringe bodies (Fuji, p. 1, "Flash chromatography 
system"). 

21 . With regard to Claim 6, Fuji discloses a column for flash chromatography 
adapted to purify synthetic products in quantities of about 50 mg (Fuji, p. 2, "Loading 
amount and performance"). 

22. Fuji does not explicitly disclose the 42 urn granules being spherical (Claims 1 
and 3); or semi-spherical silica gel (Claim 2). 

23. With regard to Claims 1-3, the granular silica gel of Fuji would appear to be 
spherical since silica gel utilized in flash chromatography is generally spherical to allow 
for ease of packing. It is noted that Applicant's Specification discloses spherical and 
semi-spherical porous silica gel comprised of "granules" (S. p. 2, "Detailed Description 
of the Invention") which would presumably be spherical or semi-spherical. Thus, the 
silica granules of Fuji would be considered spherical no less than the silica of 
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Applicant's disclosure. Although Applicant has amended the instant application to 
replace "granules" with "granulometry," "granulometry" may be interpreted as shape or 
size since "granulometry" is not in the dictionary. In this case, "granulometry" was 
interpreted as meaning shape. 

24. With regard to Claim 2, it is further well-known in the art that "semi-spherical" 
refers to something that has a somewhat spherical shape. Thus, a semi-spherical silica 
granule would be obvious in view of Fuji. 

25. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Fuji 
(XP-002198180) in view of Williams (US 5,559,039). 

26. With regard to Claims 1-2, Fuji discloses a column for flash chromatography 
comprising granular and porous silica gel having 42 urn granules with a pore size of 6 
nm (Fuji, p. 1 , "Properties of FL60D;" p. 2, "Flash chromatogram of BW-300"). 

27. With regard to Claim 3, Fuji discloses a column for flash chromatography 
containing 25 g of granular and porous silica gel (Fuji, p. 2, "Loading amount and 
performance"). 

28. With regard to Claims 4-5, Fuji discloses a column for flash chromatography 
manufactured with tubes and syringe bodies (Fuji, p. 1, "Flash chromatography 
system"). 

29. With regard to Claim 6, Fuji discloses a column for flash chromatography 
adapted to purify synthetic products in quantities of about 50 mg (Fuji, p. 2, "Loading 
amount and performance"). 
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30. Fuji does not explicitly disclose the 42 urn granules being spherical (Claims 1 
and 3); or semi-spherical silica gel (Claim 2). 

31 . With regard to Claims 1-3, Williams discloses a column for chromatography 
comprising spherical and porous silica gel having 4.5 urn particles with a pore size of 60 
angstroms (Williams, c. 10, 1. 59-61). 

32. Thus, it would have been obvious to one of ordinary skill in the art to modify the 
column of Fuji with the silica of Williams in order to obtain a column useful in drug 
analysis in plasma, serum and urine (Williams, "Abstract"). 

33. With regard to Claim 2, it is further well-known in the art that "semi-spherical" 
refers to something that has a somewhat spherical shape. Thus, a semi-spherical silica 
granule would be obvious in view of Fuji. 

Response to Amendments 

Applicant's amendments filed February 27, 2009, with respect to the Claims have 
been fully considered and are accepted. 

Response to Arguments 

1 . Acknowledgment is made of Applicant's argument that Fuji does not disclose the 
42 micron granules being spherical or semi-spherical gel (Applicant's Response, 
2/27/09, p. 4); however, Fuji discloses 42 urn granules (Fuji, p. 2, "Flash chromatogram 
of BW-300") and the granular silica gel of Fuji would appear to be spherical or semi- 
spherical since silica gel utilized in flash chromatography is generally spherical to allow 
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for ease of packing. Further, it is noted that Applicant's Specification discloses 
spherical and semi-spherical porous silica gel comprised of "granules" (S. p. 2, "Detailed 
Description of the Invention") which would presumably be spherical or semi-spherical. 
Thus, the silica granules of Fuji would be considered spherical no less than the silica of 
Applicant's disclosure. Still further, it is well-known in the art that "semi-spherical" refers 
to something that has a somewhat spherical shape. Thus, a semi-spherical silica 
granule would be obvious in view of Fuji. 

2. With regard to Applicant's arguments that "granules" has been changed to 
"granulometry" and granules and spheres are distinct (Applicant's Response, 2/27/09, 
p. 4-8), it is noted that "granulometry" may be interpreted as shape or size since 
"granulometry" is not in the dictionary. In this case, "granulometry" was interpreted as 
meaning shape. 

3. Acknowledgment is made of Applicant's Declaration filed December 9, 2008, and 
discussed in Applicant's February 27, 2009, response (Applicant's Response, 2/27/09, 
p. 8-10). The Declaration statements concerning the desirability of reduced pump 
pressure requirement, reduced back pressure (typically associated with increased 
particle size), and improved resolution of separation materials are acknowledged. 
Further acknowledgment is made of the evidence provided in the Declaration 
concerning the unexpected result of sufficiently low back pressure in glass and plastic 
columns while maintaining high separation resolution, and the experiment performed 
using the equipment of Fuji with the claimed granule size, shape, and pores. 
Acknowledgment is made of the significant improvement in separation resolution of the 
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instant application over the results in Fuji, as evidenced by the Declaration (Declaration, 
12/9/08, p. 3, Table). 

Conclusion 

1. No claim is allowed. 

2. In general, prior art renders the claimed invention anticipated and obvious. 

3. Applicant is required to provide pinpoint citation to the specification (i.e. page and 
paragraph number) to support any amendments to the claims in all subsequent 
communication with the examiner. No new matter will be allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRITTANY M. MARTINEZ whose telephone number is 
(571) 270-3586. The examiner can normally be reached Monday-Friday 9:00AM- 
5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Stanley Silverman can be reached at (571) 272-1358. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Wayne Langel/ 

Primary Examiner, Art Unit 1793 

BMM 



/Brittany M Martinez/ 
Examiner, Art Unit 1793 



